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\M This i 



application has been examined 



Of Responsive to c 



A shortened statutory period for response to this action Is set to expire 



Responsive to communication filed on action is 

3" 



made final. 



_ months), . 



. days from the date of this letter. 



Failure to respond within the period for response will cause the application to become abandoned. 35 U.S.C. 133 

Part I THE FOLLOWING ATTACHMENT(S) ARE PART OF THIS ACTION: 

1. □ Notice of References Cited by Examiner, PTO-892. 2. □ Notice re Patent Drawing, PTO-948. 

3. □ Notice of Art Cited by Applicant, PTO- 1449. 4. □ Notice of informal Patent Application, Form PTO- 152. 

5. □ Information on How to Effect Drawing Changes, PTO-1 474. 6. □ 



SUMMARY OF ACTION 

n-±H at-*?' 



. are pending in the application. 



Of the above, claims 



3. □ Claims. 



& □ Claims, 
6. □ Claims- 



are withdrawn from consideration. 

have been cancelled. 

are allowed. 

are rejected. 

_ are objected to. 



are subject to restriction or election requirement. 



7. □ This application has been filed with informal drawings under 37 C.F.R. 1.85 which are acceptable for examination purposes, 
a □ Formal drawings are required in response to this Office action. 



9. □ The corrected or substitute drawings have been received on _ 



Under 37 C.F.R. 1.84 these drawings 



are □ acceptable. □ not acceptable (see explanation or Notice re Patent Drawing, PTO-948). 

has (have) been D approved by the 



10. □ The proposed additional or substitute sheet(s) of drawings, filed on 
examiner. □ disapproved by the examiner (see explanation). 



11. □ The proposed drawing correction, filed on . 



., has been □ approved. □ disapproved (see explanation). 



12. □ Acknowledgment Is made of the claim for priority under U.S.C. 1 19. The certified copy has □ been received □ not been received 
□ been filed in parent application, serial no ; filed on 



13. D Since this application appears to be In condition for allowance except for formal matters, prosecution as to the merits Is closed In 
accordance with the practice under Ex parte Guayle, 1935 CD. 11; 453 O.G. 213. 



14. □ Other 



PTOL-326 (Rev. fr«9) 



EXAMINER'S ACTION 



* 
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Art Unit: 3301 



Specification 



1. The following is a quotation of the first paragraph of 35 
U.S.C. § 112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using 
it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and use 
the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 112, 

first paragraph, as the specification, as originally filed, does 

not provide support for the invention as now claimed. The 

specification does not provide support for the height of the 

projection being greater than the largest dimension of the 

flexible rear member. There is nothing in the specification 

which suggests that the distance that the projection extends from 

the shaft is greater than the diameter or the width of this rear 

member. The examiner understands the width to be the same as the 

diameter for the word width has not been defined in the 

specification. However, the specification does support the 

limitation that the distance from the top of the projection to 

the central axis of the shaft is greater than the diameter of the 

head (said another way, the sum of the radius of the shaft and 

the height of the projections is greater than the radius of the 

head) . If applicant is attempting to claim the latter 
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limitation, the combined value of shaft radius and projection 
height, then applicant should amend the claims so that the 
relationship is clear. 

Also, the limitations discussing the spacing of the 
projections relative to their height is considered new matter. 
There is nothing in the specification which fairly suggests the 
relationship that applicant is attempting to claim. The drawings 
are the only things that could be pointed to for support. 
However, the drawings do not support applicant's limitations for 
the distances are not clearly shown in the specification. Also, 
the drawings can not be used to support such a dimension for 
applicant's figures are not drawn to scale. 

Claim Rejections - 35 USC § 112 

2. Claims 19-24 are rejected under 35 U.S.C. § 112, first 
paragraph, for the reasons set forth in the objection to the 
specification . 

3. Claims 19-27 are rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 19 is rejected for the term 
width has not been defined in the specification. Where is the 
width dimension measured from? Is the width the same as the 
diameter? 
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Art Unit: 3301 

Claim 24 is rejected for what applicant is attempting to 
claim is still unclear. Claim 24 is rejected for it is unclear 
how only two apexes are in the same plane when each horizontal 
plane includes four projections which are spaced about the 
rivet's central axis. 



4. The following is a quotation of 35 U.S. C. § 103 which forms 
the basis for all obviousness rejections set forth in this Office 
action: 

A patent may not be obtained though the invention is not 
identically disclosed or described as set forth in 
section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

Subject matter developed by another person, which qualifies 
as prior art only under subsection (f ) or (g) of section 102 
of this title, shall not preclude patentability under this 
section where the subject matter and the claimed invention 
were, at the time the invention was made, owned by the same 
person or subject to an obligation of assignment to the same 



5. Claims 19, 22, and 26-28 are rejected under 35 U.S. C. § 103 
as being unpatentable over Warren. Warren discloses a surgical 
rivet. He discloses that the rivet has a hollow shaft and a 
number of projections extending from said shaft. He also 



Claim Rejections - 35 USC § 103 



person . 



discloses that the rivet is made of a biodegradable material. 
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However, Warren does not discuss the flexibility of its rounded 
head. 

It would have been obvious to modify the rivet of Warren so 
that its head was flexible enough to conform to the angle of the 
tissue. This modification would have been obvious for one of 
ordinary skill would have the rivet in flush contact with the 
tissue so that a smooth transfer surface would be formed, thereby 
insuring that nothing would be caught on the extending rivet head 
and damaged. 

6. Claims 20 and 21 are rejected under 35 U.S.C. § 103 as being 
unpatentable over Warren in view of Bays et al. 

Warren discloses the rivet as discussed above. He does not 
disclose the driver as claimed. 

Bays et al (Bays) teach the driver as discussed in the 
previous office action. 

It would have been obvious to modify the rivet of Warren 
with the driver as taught by Bays. This would have been obvious 
for Bays teaches that his driving means allows the user to apply 
the force necessary to correctly place the rivet within the 
tissue. Applicant is to note that the lengths of his driver's 
elements are considered to an obvious choices of experimentation 
and design. 

7. Claims 23 and 24 are rejected under 35 U.S.C. § 103 as being 
unpatentable over Warren in view of Duncan. 
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Warren discloses the rivet as discussed above. He does not 
disclose the radially staggered projections as claimed. 

Duncan teaches tissue rivets. He discloses that his rivets 
have radially staggered projections. 

It would have been obvious to modify the rivet of Warren 
with the radially spaced projections as taught by Duncan for 
Duncan teaches that by staggering the projections, the rivet will 
be better secured within the body. 

-Response to Amendment 

8. Applicant's arguments filed October 30, 1995 have been fully 
considered but they are not deemed to be persuasive. The 
examiner submits that the argument suggesting that Warren does 
not teach flexible projections is without merit for in column 7, 
lines 17-21, he discusses ways in which the projections can be 
even more flexible than originally intended. 

The examiner submits that the material used by Warren is 
flexible enough to shape itself to a hole's angle of entry for 
Warren teaches that his rivet is made from the same material that 
applicant uses for his rivet, polyglycolic acid or polyglycolide. 
The examiner also submits that making a head flexible enough to 
contour to the surface of an entry site would have been obvious 
to one of ordinary skill for the contouring head would prevent 
injury within the body. 
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The examiner submits that the modification of the Bays et al 
driver so that the angle of attack was the same for the driver 
and the rivet would have been obvious for a constant angle 
provides smooth entry into the body, thereby reducing the trauma 
experienced by the body. 

In response to applicant's remarks that the Duncan reference 
does not teach staggered projections, the examiner submits that 
said projections are taught. Duncan teaches that his projections 
are staggered about the longitudinal axis of the rivet, thus, 
staggered, longitudinal projections. This modification is not 
hindsight for Duncan teaches that his spaced projections securely 
retain the tissue rivet within the body. 

Applicant's amendment necessitated the new grounds of 
rejection. Accordingly, THIS ACTION IS MADE FINAL. See M.P.E.P. 
§ 706 . 07 (a) . Applicant is reminded of the extension of time 
policy as set forth in 37 C.F.R. § 1.136(a) . 



A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL 
ACTION IS SET TO EXPIRE THREE MONTHS FROM THE DATE OF THIS 
ACTION. IN THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS 
OF THE MAILING DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION 
IS NOT MAILED UNTIL AFTER THE END OF THE THREE-MONTH SHORTENED 
STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE 
ON THE DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE 
PURSUANT TO 37 C.F.R. § 1.136(a) WILL BE CALCULATED FROM THE 
MAILING DATE OF THE ADVISORY ACTION. IN NO EVENT WILL THE 
STATUTORY PERIOD FOR RESPONSE EXPIRE LATER THAN SIX MONTHS FROM 
THE DATE OF THIS FINAL ACTION. 
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Art Unit: 3301 

The prior art made of record and not relied upon is 
considered pertinent to applicant's disclosure. 

9. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Brian E. 
Hanlon whose telephone number is (703) 308-2678. 




beh 

March 4, 1996 



MICKEY YU 
PRIMARY EXAMINER 
ART UNIT 331 



